
Review of Design Control Records *

Has the firm submitted a PMA or PMA
Supplement?

Has the firm submitted an IDE?

Has the firm submitted a 510(k)?

Has the firm submitted an Investigational
Study Plan to an IRB?

Has the firm submitted a Product
Development Protocol (PDP)?

Has the device been marketed?

Do not review Design Control Records.

Review Design Control Records

NO

NO

NO

NO

NO

NO

YES

YES

YES

YES

YES

YES

Decision Chart

* Investigators may review design control records at any stage in the design and development process
  when a manufacturer consents to their review.
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